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DETAILED ACTION 

The amendment filed on August 2, 2006 has been received and entered. Claims 6, 8, 
10, 13 and 14 have been amended. Claims 1-5 have been canceled. No claims have been 
added. Accordingly, claims 6-16 are examined on the merits herewith. 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Priority 

Receipt is acknowledged of papers submitted under 35 U.S.C. 1 19(a)-(d), which papers 
have been placed of record in the file- a certified copy of Applicant's Spanish Application No. 
200402282, filed on September 24, 2004. Should Applicant desire to obtain the benefit of 
foreign priority under 35 U.S.C. 1 19(a)-(d), however, a translation of the foreign application 
should be submitted under 37 CFR 1.55 in reply to this action (see MPEP 201.14(a)). This a 
requirement for all non-provisional applications in the event of any cited intervening art that 
Applicant wishes to overcome (see below). 

Claim Rejections - 35 USC § 112, first paragraph 
In view of Applicant's amendments to the claims, these rejections are withdrawn. 

Claim Rejections - 35 USC § 112, second paragraph 

In view of Applicant's amendments to the claims, the rejections in the previous Office 
action are withdrawn. 

Claims 6-16 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
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the invention. The claims are generally narrative and indefinite, failing to conform with current 

U.S. practice. They appear to be a literal translation into English from a foreign document and 

are replete with grammatical and idiomatic errors. For example, the preambles recite simply a 

method of treatment, while the claimed invention is drawn to a method of treating fibromyalgia. 

The dependent claims recite simply "Method," rather than, e.g., "The method of claim 6." 

Additionally, the claims recite the abbreviation AAT, rather than alpha-1 antitrypsin, rendering 

the meaning of the claims unclear. If a compound or molecule is recited in the claims, its full 

name must appear. Appropriate correction is required. For example, the claims may be 

amended as indicated below. 

Claim 7 is unclear and confusing because it recites a particular dose range that is 

administered "or multiples of these quantities adjusted according to the time interval foreseen 

until the next dose, in a proportional manner." This phrase is confusing, and the intended 

meaning cannot be determined, as the specification provides no further explanation. The 

foreseen time interval is indefinite and cannot be determined. Additionally, a claim may recite 

one dose or dose range only, i.e., 25-60 mg/kg body weight per week. Further, the claim recites 

25-6, rather than 25-60 as in the specification. Clarification is requested as to whether Applicant 

meant 6-25 or 25-60. Appropriate correction is required. For example, the claims may be 

amended as indicated below, amended claims 6 and 7 serving as an example for the others. 

6. (currently amended) A method of tr e atm e nt treating fibromyalgia comprising^ administering 
to a patient diagnosed with fibromyalgia about 15 to about 360 mg aloha-1 antitrypsin (AAT) 
AAT per kg patient body mass, and repeating the administration at least once with a periodicity 
of between 3 and 31 days. 



7. (currently amended) The method M e thod, according to claim 6, wherein alpha-1 antitrypsin 
(AAT) AAT is administered at a dose of between 25 and 60 mg/kg per week ovory wook or 
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mu l t i p le s of th e s e quantit ie s adjust e d accord i ng to the t i m e i nt e rva l for e s ee n until th e n e xt dooo, 
i n a proport i ona l mann e r . 

Claim Rejections - 35 USC § 101 

In view of Applicant's amendments to the claims, this rejection is withdrawn. 

Claim Rejections - 35 USC § 102 

Claims 6-16 are rejected under 35 U.S.C. 102(b) based upon a public use or sale of the 
invention. The following reference, Blanco et al., "Alphal -antitrypsin replacement therapy 
controls fibromyalgia symptoms in 2 patients with PI ZZ alphal -antitrypsin deficiency/' J 
Rheumatology 31(10):2082-2085, October 2004, by a different inventive entity than the instant 
application discloses the treatment of fibromyalgia by administering alphal -antitrypsin (AAT). 
Exact doses and dosing schedules are not provided, but the article discloses that this treatment 
of two sisters began in 1992. The two sisters regularly saw a number of doctors and were part 
of a family study of subjects with AAT deficiency that began in 1984. Thus, the treatment of 
fibromyalgia with AAT has been public knowledge since 1992, information known at least to the 
family, their doctors, the people with whom the doctors communicated, and those involved with 
the Spanish AAT Deficiency Registry and the Alphal International Registry (AIR) (see pp. 2082 
and 2084, Case Reports). AIR is a multinational research organization of 20 countries, 
including the U.S. Detailed clinical information on AAT deficiency research is sent to a 
database in Malmo, Sweden, where it is made accessible to researchers in other countries (see 
Alpha One International Registry (AIR) homepage, http://www.aatregistrv.org/ , printed on 
August 18, 2006). Because the patients in these case studies have been members of AIR since 
the late 1990's, the treatment methods in the case studies were known to doctors in the U.S. 
more than one year before the filing date of the instant invention. 
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The AAT was administered intravenously on a weekly basis, as recited in the claims, 
and the amount administered increased the serum level of AAT to an amount about 8-fold 
higher than the basal level after 24 hours (see claim 13) and to an amount about 100% over 
basal level after 7 days (see claims 8-9). Although the dose in mg AAT/kg body weight is not 
indicated, the amount given appears to be the same as in the instant application as the same 
result is achieved. It is not clear, though, if Blanco et al. are reporting their own work or that of 
others, in connection with the work of Blanco et al.'s genetic studies on AAT deficiency. 

An issue of public use or on sale activity has been raised in this application (see MPEP 
2133.02 and 2133.03(ll)(b)). In order for the examiner to properly consider patentability of the 
claimed invention under 35 U.S.C. 102(b), additional information regarding this issue is required 
as follows. Applicant is requested to provide information specifying the doses and dosing 
schedules of AAT administered to the two sisters and the results obtained. Applicant is also 
requested to indicate who knew about these case studies, that is, the extent to which these 
case studies were discussed and published, when and where. If Applicant is aware of any other 
relevant prior art, in particular, earlier publications of this work, Applicant is required to submit 
this information in an IDS (see MPEP 2001 and 37 CFR 1 .56). 

Applicant is reminded that failure to fully reply to this requirement for information will 
result in a holding of abandonment. 

Therefore, a holding of anticipation is required. 

Claim Rejections - 35 USC § 102/103 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 
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(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 6-16 are rejected under 35 U.S.C. 102(a) as being anticipated by or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over Blanco et al., M Alpha1 -antitrypsin 
replacement therapy controls fibromyalgia symptoms in 2 patients with PI ZZ alphal -antitrypsin 
deficiency," J Rheumatology 31(10):2082-2085, October 2004. The teachings of Blanco et al. 
are discussed above. This publication is prior art because Applicant has not perfected his 
priority claim, as discussed above, because a certified English translation of the priority 
document has not been received. Blanco et al. disclose the instant invention as recited in 
claims 8, 9 and 13. As also discussed above, the dose of AAT administered cannot be 
determined from the reference, but because Blanco et al. disclose the same results as 
Applicant, the same dose appears to have been administered. 

The dose of a therapeutic agent to be administered, however, is a result-effective 
parameter which, art at the time of Applicant's invention was routinely optimized by one of 
ordinary skill in the art of medicine or pharmacology. Thus, if a different dose was used in the 
case studies reported by Blanco et al., any claimed variations in Applicant's method with respect 
to this parameter clearly would have been obvious at the time of Applicant's invention, the 
optimization of dosing being well within the capabilities of the artisan of ordinary skill at the time 
of Applicant's invention. 

In view of the foregoing, a holding of anticipation is required. 
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No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Rosanne Kosson whose telephone number is 571-272-2923. The 



If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jon Weber can be reached on 571-272-0925. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Rosanne Kosson / /If // 

Examiner, Art Unit 1653 f -&n (J I // * 

rk/2006-08-18 f T ^ 



examiner can normally be reached on Monday-Friday, 8:30-6:00, with alternate Mondays off. 



.SUPERVISORY PATENT EXAMINER 



JON WEBER 




